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Dear Mr. Robertson: 

An investigation regarding your product, “Cycle Pro Pregnant Mare Serum”, revealed that you 
are offering for sale and distributing this product. Based on our investigation this product is a 
new animal drug that is being marketed and distributed without an approved application. 

The product is adulterated under of Section 501(a)(5) of the Federal Food, Drug, and Cosmetic 
Act (the Act) in that it is a new animal drug that is unsafe within the meaning of Section 512 of 
the Act. 

“Cycle Pro Pregnant Mare Serum” is a new animal drug as defined under Sections 201(g) and 
(p)(l) of the Act. A new animal drug may not be legally marketed unless it is the subject of an 
approved New Animal Drug Application (NADA). New Animal Drug Applications may be 
approved on the basis of adequate scientific data that the applicant submits as evidence of the 
safety and effectiveness of the product. You do not have an approved NADA for your 
product. You can find guidance for industry concerning NADA submission at 
www.fda.gov/cvm. 

This described violation of the law is not intended to be an all-inclusive list of possible 
deficiencies in your manufacturing and distribution of new animal drugs. In Title 21 Code of 
Federal Regulations (21 CFR), Parts 210 and 211, are the good manufacturing practices that 
must be followed by firms that manufacture, process, package and/or hold drugs. These are 
available for review at the National Archives and Records Administration website at 
www.access.Spo,gov/narafcfi. It is your responsibility to ensure compliance to each of the 
requirements of the Act and implementing regulation. 
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You should take prom pt action to correct this deficiency. Failure to do so m ay result in further 
FDA enforcem ent action without further notice. Possible actions include but are not lim ited to 
the seizure of product and/or injunction. 

Please send your response to this office, within fifteen (15) working days of the receipt of this 
letter of the specific steps you have taken to correct the identified deficiency including an 
explanation of each step being taken to prevent the recurrence of this and sim ilar violations. 
Your response should be directed the Ralph J. Gray, Com pliance Officer. 

Sincerely, 

Charles W . Sedgwic 
District Director 
Kansas City District Office 


